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REMARKS 

Claim status 

Claims 1-40 are pending. Claims 6, 10-13, 21, 25-28, 33, and 38-40 have been withdrawn. 

Upon entry of this amendment, claims 1-5, 7-9, 14-20, 22-24, 29-32, and 34-37 will be 
under examination. 

However, Applicants note that, similar to claims 10 and 25, which have been made of record 
as not covering the elected invention, claim 37 also does not cover the elected invention and should 
be withdrawn. 

Obviousness Rejection 

Claims 1-5, 7-9, 14-20, 22-24, 29-32, and 34-37 stand rejected as obvious over U.S. patent 
6,066,626 to Yew ("Yew") taken together with any one of commonly-owned U.S. patents 
6,274,597 (the '597 patent); 6,589,964 (the '964 patent); 6,599,919 (the '919 patent); or 6,774,135 
(the '135 patent). Claims 17 and 18 also were rejected in view of the foregoing further in view of 
Hendricks et al., Blood. 2000; 96: 845a ("Hendricks' 5 ). 

The '964. '919, and '135 Patents Should be Removed As Prior Art Under 35 U.S.C. 103(c) 

In the previous Response dated October 20, 2005, Applicants attempted to remove the '597, 
'964, '919, and '135 patents as prior art against the claims of this application. According to MPEP 
706.02(1 )(l)-(3), subject matter which is available as prior art under § 102(e) is disqualified as prior 
art under § 103(a) against the claimed invention if that subject matter and the claimed invention 
were, at the time the invention was made, owned by the same person or subject to an obligation of 
assignment to the same person. 
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However, the Examiner indicated that this statement was insufficiently clear to remove the 
rejection over the '964, and '919 patents, and pointed out that it inadvertently failed to reference the 
'135 patent. The Examiner also is requiring documentary evidence. 

Accordingly, Applicants state that the inventions disclosed and claimed in each of the 
'964, '919, and '135 patents were commonly owned at the time the present invention was 
made. The inventions remain commonly-owned along with the present invention. 

Submitted herewith is supporting documentation that the application under examination and 
each of the '964, '919, and '135 patents are currently owned by the same party, and were owned by 
the same party at the time the present invention was made. Attached at Exhibit 1, Tabs A-C, are 
copies of filing receipts and/or Notice of Recordation forms for the '919, '964, and 135 patents, 
showing that the owner of all of the patents was Mount Sinai School of Medicine of New York 
University as of September 7, 2001, June 14, 2002, and August 10, 2001, respectively. Also 
attached at Tabs A-C are copies of the issue fee transmittals, also showing that the owner of the 
patents was still Mount Sinai School of Medicine as of February 20, 2003, February 20, 2003, and 
March 8, 2004, respectively. 

Attached at Tab D is a copy of the Application Data Sheet filed with the present application, 
as well as the application cover sheet filed with the corresponding provisional application, which 
names Mount Sinai School of Medicine as the assignee as of its February 17, 2004 filing date and 
provisional filing date of February 18, 2003. Ownership of all of the foregoing has not changed 
since those dates. 

As such, Mount Sinai School of Medicine was the owner of each of the '964, '919, and '135 
patents at least during the period spanning August 10, 2001 to the present. Thus, since Jian-Qiang 
Fan was employed by Mount Sinai as of November 24, 1998, and thus obligated to assign his 
inventions to Mount Sinai (see Tab E), it is clear that the present invention was made during a 
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period in which Mount Sinai School of Medicine owned each of the prior patents, and was the 
owner of present invention due to Dr. Fan's obligation to assign. 

Since the present application was filed after November 29, 1999, when this rule went into 
effect, the '964, '919, and '135 patents are not prior art. 

The Present Claims are Not Obvious Over the '597 Patent 
in Combination with Yew and/or Hendricks 

In this Office Action, the Examiner maintains the obviousness rejection of claims 1-5, 7-9, 
14-17, 19, 20, 22-24, 29-32, and 34-37 over Yew in combination with commonly-owned patent 
6,274,597.* According to the Examiner, it would have been obvious to co-administer a vector 
containing a replacement gene and a chaperone from the combined teachings of the '597 patent and 
Yew, since one of ordinary skill in the art would have expected that a combination of an increase in 
a patient's endogenous mutant protein using a chaperone, and a replacement gene encoding the 
protein, would provide even more a-galactosidase A activity than either method alone. 

The Examiner also maintains his rejection over claims 17 and 18 as obvious over Yew and 
the '597 patent further in view of Hendricks. The Examiner contends that it would have been 
obvious from the combined teachings of Hendricks, Yew and the '597 patent to administer a 
recombinant a-galactosidase A to a human via transfected mesenchymal cells for the purposes of 
increasing a-galactosidase A levels. For purposes of responding, it is presumed that the Examiner 
intended to say that it would have been obvious to administer such cells to a human in combination 
with a chaperone as taught by the Fan patents, since that the subject matter of the present claims. 

These rejections are respectfully traversed for the following reasons. 



1 The '597 patent cannot be removed as prior art under 103(c) since it is not a 102(e) 
reference. 
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The '597 patent discloses a method for treating Fabry disease by administering a chaperone 
for a-galactosidase A. The chaperone enhances activity of mutant and wild-type protein from 
patients or overexpressed from heterologous genes introduced into the genome of a transgenic 
mouse. Yew discloses a method of gene therapy by administering a vector containing a functional 
a-galactosidase A (gene therapy). Claim 1 and dependent claims therefrom are directed to 
improving gene therapy by increasing expression of a recombinant protein expressed from a gene 
therapy vector (e.g., exogenously introduced a-galactosidase A) and not to obtaining a synergistic 
increase of a patient's a-galactosidase A activity by increasing the endogenous enzyme, as the 
Examiner alleges would have been obvious. 

Thus, the Examiner has failed to provide the requisite motivation to combine the 6 5 97 patent 
and Yew references, but instead has stated a conclusion which is not even the subject matter of the 
present claims, since, as indicated above, claim 1 is directed to improving gene therapy by 
increasing expression of a recombinant protein which has been introduced into the cells, (i.e., 
expressed from an exogenously administered vector) and not to increasing activity of the 
endogenous protein. Claim 1 specifically requires increasing expression of a recombinant protein 
previously introduced into the host by gene therapy, and is not directed to an increase in the 
patient's own a-Gal A by increasing levels of the patient's endogenous enzyme. The present 
invention provides methods for enhancing expression of a a-Gal A protein encoded by a vector with 
a chaperone, which is not found in the cited art. The ability of a chaperone to enhance activity of a 
protein expressed by a gene therapy vector would provide a significant advantage for increasing 
efficacy of gene therapy and potentially render gene therapy effective. The Examiner has used 
impermissible hindsight reconstruction by applying the disclosure of the present application to the 
prior art to make the obviousness rejection. 

In addition, the requisite motivation to combine the teachings of the '597 patent and Yew as 
applied to claim 29 et seq. also is not found in either the 6 597 patent nor Yew. 
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Claim 29 is directed to a method of improving treatment in an individual who has been 
administered a therapeutic vector comprising a gene encoding a protein by co-administration of a 
chaperone for the protein. In contrast, the '597 patent is directed to treating Fabry disease by 
administering a small molecule chaperone compound (including DGJ) which enhances the activity 
of an endogenous a-galactosidase A. This is touted as a new alternative to gene replacement (see 
col. 1, lines 29-35 of the '597 patent), and thus teaches away from the claimed invention. The '597 
patent also emphasizes the improvement of the chaperone strategy over other strategies by explicitly 
stating that new treatment strategies (i.e., treatments other than gene therapy or protein replacement 
therapy) are "urgently needed." This also teaches away from the claimed invention. Accordingly, 
the '597 patent does not provide any suggestion of improving gene therapy using chaperone 
therapy, but only suggests a method in lieu of gene therapy altogether. Thus, the '597 patent 
teaches away from the treatment method disclosed by Yew (gene therapy) by asserting to be an 
alternative over gene therapy. 

The '597 patent does disclose experiments in which activity of normal a-galactosidase A, ex 
vivo, in fibroblasts derived from transgenic mice engineered to overexpress the normal enzyme can 
also be increased by a chaperone (col. 7, 11. 25-27). However, these experiments were done ex vivo 
using cells extracted from transgenic mice. This is not a method for gene therapy, since gene 
therapy depends on exogenous administration of a functional replacement gene (either directly or 
via administration of cells harboring the gene), and does not encompass increasing expression of a 
protein expressed from an endogenous gene, such as in a transgenic mouse. It is axiomatic that 
gene therapy is not contemplated in patients harboring an endogenous functional gene. (It is also 
clear that there are no transgenic people). 

Similarly, Yew does not supply the missing motivation. In contrast to the '597 patent, Yew 
discloses treating Fabry disease by in vivo administration of a functional (i.e., non-mutant), 
replacement (i.e., non-endogenous) a-galactosidase A gene. This is gene therapy. This is also 
precisely the treatment that the '597 patent teaches away from using, since, as indicated above, the 
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6 597 patent teaches a method of rescuing endogenous a-galactosidase A protein and does not 
suggest use in combination with gene therapy. Moreover, Yew does not teach or suggest any sort of 
combination therapy that would improve the disclosed gene therapy method, much less using an 
undisclosed treatment strategy, i.e., chaperone therapy. 

Thus, one of ordinary skill in the art, in seeking to improve the efficacy of gene therapy by 
increasing expression of a functional protein expressed by an exogenous vector, would not have 
looked for guidance to a patent ('597) that is directed to rescuing an endogenous enzyme using a 
small molecule chaperone instead of gene therapy. While such a skilled artisan may have looked to 
patents that disclose gene therapy, such as Yew, for guidance on methods of improving gene 
therapy, Yew does not teach or suggest the claimed improvement of increasing expression of a 
recombinant protein from an expression vector using a chaperone. Therefore, one of ordinary skill 
in the art would not have been motivated to use a chaperone which was known to enhance the 
activity of an enzyme (the '597 patent), to increase expression of a enzyme from a vector, and thus 
improve gene therapy. 

Regarding the rejection of claims 17 and 18 over the 6 5 97 patent, Yew, and Hendricks, 
Applicants submit that Hendricks does not supply the missing motivation to combine the references, 
let alone arrive at the claimed invention. 

Hendricks discloses that administration to mice of mesenchymal cells expressing 
recombinant a-galactosidase A from a retrovirus results in high levels of a-galactosidase A. Thus, 
Hendricks merely describes "indirect" gene therapy and certainly does not teach or suggest 
improving the disclosed therapy by adding a chaperone for the a-galactosidase A-expressing 
mesenchymal cells, as would be the requisite motivation to combine. Therefore, Hendricks is, at 
best, merely cumulative to Yew in disclosing a form of gene replacement, but there is still no 
motivation that would have led one of ordinary skill in the art to improve this method using a 
chaperone as presently claimed. As discussed above, neither Yew nor Hendricks disclose any such 
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treatment, and the '597 patent is concerned with a cheaper, alternative treatment to gene therapy, 
i.e., rescue of the endogenous protein. 

Accordingly, withdrawal of this rejection is respectfully requested. 

Terminal Disclaimer to Obviate an Obviousness-Type Double Patenting Rejection 

In order to expedite prosecution, a terminal disclaimer was filed in the previous response, 
which disclaimed the term of any patent issuing from this application that would extend beyond the 
term of the '597, 6 964, '919, and ' 135 patents (all of which expire on the same date, and thus, have 
the same term). 

Applicants would like to submit, for the record, that it is well-established that filing a 
terminal disclaimer does not constitute an admission or create estoppel that the claims of the patent 
over which the application is disclaimed render obvious the claims of the pending application. 
Quad Environmental Technologies Corp. v. Union Sanitary District, 946 F.2d 870, 20 USPQ2d 
1392 (Fed. Cir. 1991). 

Quad held that filing a terminal disclaimer in response to a PTO obviousness-type double 
patenting rejection of a second patent application in view of the first patent creates no "presumption 
or estoppel on the merits of the rejection." Specifically, the court stated that: 

[A] terminal disclaimer is of circumscribed availability and effect. It 
is not an admission of obviousness of the later-filed claimed invention 
in light of the earlier-filed disclosure, for that is not the basis of a 
disclaimer.... Voluntary limitation of the term of the later-issued 
patent is a convenient response to an obviousness-type double 
patenting rejection, when the statutory requirement of common 
ownership is met. 

In view of the foregoing, the disclaimer over the '597 patent was merely to obviate the 
rejection, and in no way constitutes an admission that the '597 disclosure renders the present claims 
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obvious. In addition, this disclaimer was made because the effective patent term of all of the 
foregoing patents will expire on the same day regardless of any terminal disclaimer, due to the 
provisions in the American Inventors Protection Act of 1999. Thus, there was no practical reason 
for not disclaiming the '597 patent in addition to the others. 

Accordingly, withdrawal of this rejection is respectfully requested. 

In view of the above remarks, it is believed the pending application is in condition for 
allowance. 

Dated: June 8, 2006 Respectfully submitted, 




Registration No Y. 5 1 ,6 1 9 
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indicated unless corrected below or directed otherwise in Block I, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for 
maintenance fee notifications. 



CURRENT CORRESPONDENCE ADDRESS (Note: Legibly maA-up with any corrections or use Block I) 



7590 

DARBY & DARBY P.C. 
805 Third Avenue 
New York, NY 10022 



12/31/2003 



Note: A certificate of mailing can only be used for domestic mailings of the 
Fee(s) Transmittal. This certificate cannot be used for any other accompanying 
papers. Each additional paper, such as an assignment or formal drawing, must 
have its own certificate of mailing or transmission. 

Certificate of Mailing or Transmission 
I hereby certify that this Feefs) Transmittal is being deposited with the United 
States Postal Service with sufficient postage for first class mail in an envelope 
addressed to the Mail Stop ISSUE FEE address above, or being facsimile 
transmitted to the USPTO, on the date indicated below. 



(Depositor's name) 



(Si, 



(Date) 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



| ATTORNEY DOCKET NO. | CONFIRMATION NO~ 



09/927,285 08/10/2001 Jian-Qiang Fan 

TITLE OF INVENTION: METHOD OF ENHANCING LYSOSOMAL ALPHA-GALACTOSIDASE A 



2420/1J672US2 



6863 



\ APPLN. TYPE : SMALL ENTITY J 


ISSUE FEE 


PUBLICATION FEE 


TOTAL FEE(S) DUE j DATE DUE j 


nonprovisional 


$1330 


$300 


CO 03/3 1/2004 


EXAMINER | 


ART UNIT 


| CLASS-SUBCLASS 




HENRY, MICHAEL C 


1623 


514-315000 





1. Change of correspondence address or indication of "Fee Address" (37 
CFR1.J63). 

□ Change of correspondence address (or Change of Correspondence 
Address form PTO/SB/122) attached. 

□ "Fee Address" indication (or "Fee AddressMndication form 
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 
Number is required. 



2. For printing on the patent front page, list (1) the 
names of up to 3 registered patent attorneys or 
agents OR, alternatively, (2) the name of a single 
firm (having as a member a registered attorney or 
agent) and the names of up to 2 registered patent 
attorneys or agents. If no name is listed, no name 
will be printed. 



Darby & Darby 



3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type) Rec 9/5/01 R / F * 012194/0182 
PLEASE NOTE: Unless an assignee is identified below, no- assignee data will appear on the patent. Inclusion of assignee data is only appropriate when an assignment has 
been previously submitted to the USPTO or is being submitted under separate cover. Completion of this form is NOT a substitute for filing an assignment. 
(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY) 

Mount Sinai School of Medicine of New York University New York, New York 

Please check the appropriate assignee category or categories (will not be printed on the patent); □ individual corporation or other private group entity □ government 



4a. The following fee(s) are enclosed: 
JJXssue Fee 
^publication Fee 
□ Advance Order - # of Copies 



4b. Payment of Fee(s): 

XrX A check in the amount of the fee(s) is enclosed. $ 1 6 3 0 . 00 
□ Payment by credit card. Form PTO-2038 is attached. 



XK The Director is 
Deposit Account Number 



:harge the required fee(s), or credit any overpayment, to 
(enclose an extra copy of this form). 



Director for Patei 

ZL 



requested to apply the Issue Fee and Publication Fee (if any) or to re-apply any previously paid issue fee to the application identified above. 




required) willliot f>e accepted from anyone 



NOTE; Ttoe Istfie Fee and PuMicati 

other thanNhe applicant; a registered attorney or" agent; or the assignee "or other party in 
interest as shown by the records of the United States Patent and Trademark Office. 



This collection of information is required by 37 CFR 1.31 1. The information is required to 
obtain or retain a benefit by the public which is to file (and by the USPTO to process) an 
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is 
estimated to take 12 minutes to complete, including gathering, preparing, and submitting the 
completed application form to the USPTO. Time will vary depending upon the individual 
case. Any comments on the amount of time you require to complete this form and/or 
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. 
Patent and Trademark Office, U.S. Department of Commerce, Alexandria, Virginia 
22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. 
SEND TO: Commissioner for Patents, Alexandria, Virginia 223 13-1450. 

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a 
collection of information unless it displays a valid OMB control number. 



as: 



8 3 9 

EXPRESS MIL CERTIFICA- 1 ' J 1 

Date ^31 £ 1 OUr Label No - - . 
I hereby feSf/that, on the date indicated above, mis paper or 
fee was deposited with the U.S. Postal Service & that it was 
addressed for delivery to the Commissioner for Patents, 
P.O. Box 1450, Alexandria, VA 2231 £1450 by "Express Mail 
Pjce to Addressee" secyice- 
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United States Patent and Trademark Office 

™~* Commissioner for Patents 
United States Patent and Trademark Office 

washington, d.c. soh3i 
www.us pto.gov 

| APPLICATION NUMBER | FILING DATE | GRP ART UNIT \ Fll FEE REC'D 1aTTY.D0CKET.N0 | DRAWINGS | TOT CLAIMS | INDCLa1ms"1 

10/172,604 06/14/2002 1623 415 4168/1 J672US4 13 25 3 

CONFIRMATION NO. 4510 
FILING RECEIPT 

liiiiiiUfliiiiiHinni 

♦OC000000008437127* 

Date Mailed: 07/11/2002 



Receipt is acknowledged of this nonprovisional Patent Application. It will be considered in its order and you will be 
notified as to the results of the examination. Be sure to provide the U.S. APPLICATION NUMBER, FILING DATE, 
NAME OF APPLICANT, and TITLE OF INVENTION when inquiring about this application. Fees transmitted by 
check or draft are subject to collection. Please verify the accuracy of the data presented on this receipt. If an 
error is noted on this Filing Receipt, please write to the Office of Initial Patent Examination's Filing 
Receipt Corrections, facsimile number 703-746-9195. Please provide a copy of this Filing Receipt with the 
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please submit 
any corrections to this Filing Receipt with your reply to the Notice. When the USPTO processes the reply 
to the Notice, the USPTO will generate another Filing Receipt incorporating the requested corrections (if 
appropriate). 



Applicant(s) 

Jian-Qiang Fan, New York, NY; 
Satoshi Ishii, Oita, JAPAN; 
Naoki Asano, Ishikawa, JAPAN; 
Robert J. Desnick, New York, NY; 

Assignment For Published Patent Application 

Mount Sinai School of Medicine; 

Domestic Priority data as claimed by applicant 

THIS APPLICATION IS A CON OF 09/948,348 09/07/2001 

WHICH IS A CON OF 09/604,053 06/26/2000 

WHICH IS A CIP OF 09/087,804 06/01/1998 PAT 6,274,597 

Foreign Applications 



If Required, Foreign Filing License Granted 07/11/2002 
Projected Publication Date: 1(5/1 7/2002 
Non-Publication Request: No 
Early Publication Request: No 



SMALL ENTITY ** 



DARBY & DARBY P.C. 
Post Office Box 5257 
New York, NY 10150-5257 



Computer 
o&D Entry 
Loose leaf 
Folder 
Card _ 

Letter 

Foreign Fig 
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Title 

Method for enhancing mutant enzyme activities in lysosomal storage disorders 

Preliminary Class 

514 



LICENSE FOR FOREIGN FILING UNDER 
Title 35, United States Code, Section 184 
Title 37, Code of Federal Regulations, 5.11 & 5.15 

GRANTED 

The applicant has been granted a license under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where 
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as 
set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier 
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The 
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted 
under 37 CFR 5.13 or 5.14. 

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof 
unless it is revoked. This license is automatically transferred to any related applications(s) filed under 37 CFR 
1.53(d). This license is not retroactive. 

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject 
matter as imposed by any Government contract or the provisions of existing laws relating to espionage and the 
national security or the export of technical data. Licensees should apprise themselves of current regulations 
especially with respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, 
Department of State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Office of 
Export Administration, Department of Commerce (15 CFR 370.10 (j)); the Office of Foreign Assets Control, 
Department of Treasury (31 CFR Parts 500+) and the Department of Energy. 

NOT GRANTED 

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 
5.12, if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months 
has lapsed from the filing date of this application and the licensee has not received any indication of a secrecy 
order under 35 U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b). 



PART B - FEE(S) TRANSMITTAL 
Complete and send this form, together with applicable fee(s), to: Mail 



Fax 



Box ISSUE FEE 
Commissioner for Patents 
Washington, D.C. 20231 
(703)746-4000 



INSTRUCTIONS: This form should :be used for transmitting the ISSUE- FEE and PUBLICATION FEE (if required). Blocks I through 4 should be completed where 
appropriate. All further correspondence including. the Patent, advance orders and notification of maintenance fees will.be mailed to the current correspondence address as 
indicated unless corrected below or directed otherwise, in Block I, by (a). specifying a. new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for 

maintenance fee notifications. ■*>>■'*'• - • " L ... 

Note: A certificate of mailing can only be used tor domestic mailings ot the 
Fee(s) Transmittal. This certificate cannot be used for any other 
accompanying papers. Each additional paper, such as an assignment or 
formal drawing, must have its own certificate of mailing or transmission. 

! Certificate of Mailing or Transmission 

I hereby certify that this Fee(s) Transmittal is. being deposited with the 
United States Postal Service with sufficient postage for first class mail in an 
envelope addressed to the Box Issue Fee address above, or being facsimile 
transmitted to the USPTO, on the date indicated below. - 



L'URKLN I LUW&SPUNUbNCL AUUKkSU (Nole: Legibly. mark-up wilh any corrcclions or block I J 
7590 01/14/2003 

DARBY & DARBY P.C. 
Post Office. Box 5257 
New York, NY 10150-5257 



(Depositor's name) 



(Signature) 



(Date) 



APPLICATION NO. j FILING DATE | FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. | 


10/172,604 06/14/2002 Jian-Qiang Fan 4168/1J672US4 
TITLE OF INVENTION: METHOD FOR ENHANCING MUTANT ENZYME ACTIVITIES IN LYSOSOMAL STORAGE DISORDERS 


4510 


[ APPLN. TYPE | SMALL ENTITY | ISSUE FEE | PUBLICATION FEE | 


TOTAL FEE(S) DUE 


DATE DUE | 


nonprovisional YES $650 $300 


$950 


04/14/2003 



EXAMINER 



ART UNIT 



CLASS-SUBCLASS 



KHARE, DEVESH 



1623 



514-315000 



I. Change of correspondence address or indication of "Fee Address" (37 
CFR 1 .163). 

Q Change of correspondence address (or Change of Correspondence 
Address form PTO/SB/1 22) attached. 

Q "Fee Address" indication (or "Fee Address" Indication form 
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 
Number is required. 



2. For printing on the patent front page, list (1) 
the names of up to 3 registered patent attorneys 
or agents OR, alternatively, (2) the name of a 
single firm (having as a member a registered 
attorney or agent) and the names of up to 2 
registered patent attorneys or agents. If no name 
is listed, no name will be printed. 



i Darby & Darby 



3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type) Recorded 9/7/01 Reel /Frame I 01 21 58/0497 
PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. Inclusion of assignee data is only appropriate when an assignment has 
been previously submitted to the JJSPTO or is being submitted under separate cover. Completion of this form is NOT a substitute for filing an assignment. 
(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY) 

NEW YORK, NEW YORK 



MOUNT SINAI SCHOOL OF MEDICINE OF NEW YORK UNIVERSITY 



Please check the appropriate assignee category or categories (will not be printed on the patent) 
4a. The following fee(s) are enclosed: 4b. Payment of Fee(s): 

Y$ A check in the amount of the fee(s) is enclosed. $950.00 



□ individual corporation or other private group entity □ government 



iS 1 



H Issue Fee 
U Publication Fee 
□ Advance Order - # of Copies _ 



□ Payment by credit card. Form PTO-2038 is attached. 

XOlThe Commissioner is 
Deposit Account Number 



j^ed by charge the required fee(s), or credit any overpayment, to 



.(enclose an extra copy of this form) 



ply the Issue Fee and Publication Fee (if any) or to re-apply any previously paid issue fee to the application identified above. 




(Author! 



(Date) 



Stephanie R. Amoroso Rea. No. 51,401 

NOTE; The Issue Fee and Publication Fee (if required) will not be accepted from anyone 
other man the applicant; a registered attorney or agent; or the assignee or other party in 
interest as shown by the records of the United States Patent and Trademark Office. 

This collection of information is required by 37 CFR 1.311. The information is required to 
obtain or retain a benefit by the public which is to file (and by the USPTO to process) an 
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is 
estimated to take 12 minutes to complete, including gathering, preparing, and submitting the 
completed application form to the USPTO. Time will vary depending upon the individual 
case. Any comments on the amount of time you require to complete this form and/or 
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. 
Patent and Trademark Office, U.S. Department of Commerce, Washington, D.C. 20231. DO* 
NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: 
Commissioner for Patents, Washington, DC 2023 1 . 

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a 
collection of information unless it displays a valid OMB control number. 
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Application Data Sheet 
Application Information 

Application Type:: 
Subject Matter:: 
Suggested Group Art Unit:: 
CD-ROM or CD-R?:: 
Sequence submission?:: 
Computer Readable Form (CRF)?:: 
Title- 
Attorney Docket Number- 
Request for Early Publication?:: 
Request for Non-Publication?:: 
Small Entity?:: 
Petition included?:: 
Secrecy Order in Parent Appl.?:: 

Applicant Information 

Applicant Authority Type:: 
Primary Citizenship Country- 
Status:: 
Given Name:: 
Family Name- 
City of Residence- 
State or Province of Residence- 
Country of Residence- 
Street of mailing address- 
City of mailing address- 
State or Province of mailing address- 
Postal or Zip Code of mailing address- 



Regular 

Utility 

N/A 

None 

None 

No 

COMBINATION THERAPY FOR 

TREATING PROTEIN DEFICIENCIES 

041 68/1 00M413-US1 

No 

No 

Yes 

No 

No 



Inventor 
China 

Full Capacity 

Jian-Qiang 

Fan 

Demarest 

NJ 

US 

34 Edward Street 

Demarest 

NJ 

07627 
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Correspondence Information 



Correspondence Customer Number:: 07278 

Representative Information 

Representative Customer Number:: 07278 



Domestic Priority Information 



Application:: 


Continuity Type:: 


Parent Application:: 


Parent Filing Date:: 


This Application 


An application 
claiming the benefit 
under 35 USC 
119(e) 


60/448,073 


02/18/03 



Assignee Information 

Assignee name- 
Street of mailing address- 
City of mailing address:: 
State or Province of mailing address- 
Postal or Zip Code of mailing address: 



Mount Sinai School of Medicine of New York 
University 

One Gustave L Levy Place 

New York 

NY 

10029 
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CORRECTED 
NOTICE 



United States Patent and Trademark Off ice 

Under Secretary of Commerce for Intellectual Property and 
Director of the United States Patent and Trademark Office 



FEBRUARY 03, 2005 

DARBY & DARBY P.C. 
PAUL F. FEHLNER, PH.D. 
P.O. BOX 5257 
NEW YORK, NY 10150-5257 



PTAS 



UNITED STATES PATENT AND TRADEMARK OFFICE 
NOTICE OF RECORDATION OF ASSIGNMENT DOCUMENT 

THE ENCLOSED DOCUMENT HAS BEEN RECORDED BY THE ASSIGNMENT DIVISION OF 
THE U.S. PATENT AND TRADEMARK OFFICE. A COMPLETE MICROFILM COPY IS 

REFERENCED A LSw. ASSI ™ ENT ^ 0N ™ E REEL m FRAME mMBER 

PLEASE REVIEW ALL INFORMATION CONTAINED ON THIS NOTICE THE 
INFORMATION CONTAINED ON THIS RECORDATION NOTICE REFLECTS \ THE DATA 
PRESENT IN THE PATENT AND TRADEMARK ASSIGNMENT SYSTEM. iri YOU SHOULD 
FIND ANY ERRORS OR HAVE QUESTIONS CONCERNING THIS NOTICE /YOU MAY 
CONTACT THE EMPLOYEE WHOSE NAME APPEARS ON THIS NOTICE a/703-308-97^ 
PLEASE SEND REQUEST FOR CORRECTION TO: U.S. PATENT AND^TRADEMARK OFFICE 

SSJfSfT DIVISI0N ' B0X ASSIGNMENTS, CG-4 , 1213 JEFFE^SONDAV^f 
SUITE 320, WASHINGTON, D.C. 20231. ' 



RECORDATION DATE: 06/29/2004 REEL/FRAME: 015535/0961 

NUMBER OF PAGES: 3 

BRIEF: ASSIGNMENT OF ASSIGNOR'S INTEREST (SEE DOCUMENT FOR DETAILS) 
DOCKET NUMBER: 04168/100M413-US1 lhhaiw>J 

ASSIGNOR: 

FAN, JIAN-QIANG DOC DATE:' 06/23/2004. 

ASSIGNEE: . ( ,. £ 

MOUNT SINAI SCHOOL OF MEDICINE OF 

NEW YORK UNIVERSITY 
ONE GUSTAVE L. LEVY PLACE 
NEW YORK, NEW YORK 10029 ..aim" 

SERIAL NUMBER: 10781356 FILING DATE: 02/17/2004 

PATENT NUMBER: ISSUE DATE • 

TITLE: COMBINATION THERAPY FOR TREATING PROTEIN DEFICIENCIES 



i it 



P.O. Box 1450, Alexandria, Virginia 22313-1450-www.uspto.gov 
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DOROTHY WILLIAMS, PARALEGAL 
ASSIGNMENT DIVISION 
OFFICE OF PUBLIC RECORDS 





07-09-2004 
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'orm PTO-1595 
(Rev. 03/ 01) 

OMB No. 0651-0027 (exp. 5/31/2002) 



102787511 

PATENTS ONLY 



J.S. DEPARTMENT OF COMMERCE 
U.S. Patent and Trademark Office 



To the Honorable Commissioner of Patents and Trademarks: Please record the attached original documents or copy thereof 



1. Name of conveying party(ies): 
Jian-Qiang Fan 



Additional name(s) of conveying party(ies) 
attached? 



Qves [x]no 



3. Nature of Conveyance: 
[^Assignment | [Merger 
[^Security Agreement QJchange of Name 
Qother 



Execution Date: 



June 23, 2004 



2. Name and address of receiving party(ies) 

Name: Mount Sinai School of Medicine of New York University 

Internal Address: 

Street Address: 



One Gustave L. Levy Place 



City: New York 
State: 



NY 



Zip: 10029 



Additional name(s) & 
address(es) attached: 



| |Yes [T| No 



4. Application number(s) or patent number(s): 

If this document is being filed together with a new application, the execution date of the new application is: 



A. Patent Application No.(s): 
1 0/781 1 356 



B. Patent No.(s): 



Additional numbers attached? QYes [~x~|nq 



5. Name and address of party to whom correspondence 
concerning document should be mailed: 

Name: Paul F. Fehlner, Ph.D. 
DARBY & DARBY P.C. 

Internal Address: Atty. Dkt: 041 68/1 00M413-US1 

Street Address: 
P.O. Box 5257 



City: 

New York 



State: 
NY 



Zip: 

10150-5257 



6. Total number of applications and 
patents involved: 



40.00 



7. Total fee (37 CFR 3.41) $_ 
fx] Enclosed 
I | Authorized to be charged to deposit account 

I | Authorized to be charged to credit card 
(Form 2038 enclosed) 



8. Deposit account number: 

04-0100 



(Attach duplicate copy of this page if paying by deposit account) 



DO NOT USE THIS SPACE 



. Statement and signature. 

To the best of my knowledge and belief, the foregoing 
is a true copy of the original document. 



Stephanie R. Amoroso, Ph.D. - 51,401 




Name of Person Signing Signature 

Total nurAber of pages including cover sheet, attachments, and documents: 



rmation is true ancLcorrect and any attached copy 
^>a^v— June 29, 2004 




Date 



07/0^2004 HWJQNGl 00000090 10781356 

04 FcWai 40.oo Dp 



Express Mail Label No. 



Dated: 



W:\04168\100M413-US1\00210643.doc 



Attorney Doc )No.: 041 68/1 00M287-US1 



ASSIGNMENT 

I, Jian-Qiang Fan, a citizen of China, residing at 43 Edward Street; Demarest, New 
Jersey 07627; 

and each of us, if more than one person is identified above (hereinafter "ASSIGNOR") in 
consideration of the sum of Ten Dollars ($10.00), or the equivalent thereof, and other good and 
valuable consideration, the sufficiency of which and receipt of which are hereby acknowledged, 
paid to ASSIGNOR by 

Mount Sinai School of Medicine of New York University 

a organized under the laws of New York, located at One Gustave L. Levy Place, New York, 
New York 10029 (hereinafter "ASSIGNEE"), do hereby sell and assign to said ASSIGNEE, its 
successors and assigns, the below indicated right, title, and interest, throughout the world in 
and to my Invention entitled: 

COMBINATION THERAPY FOR TREATING PROTEIN DEFICIENCIES 
U.S. Patent Application Serial No. 10/781,356 
Filed: February 17, 2004 

invented by me and described in the specification bearing the above Attorney Docket No. and 
title executed by me concurrently herewith; and all patents, divisions, reissues, continuations 
and any extensions thereof and rights of priority therein, said interest being my entire 
ownership interest in the same, to be held and enjoyed by said ASSIGNEE, its successors, 
assigns, or other legal representatives, to the full end of the term thereof, as fully and entirely as 
the same would have been held and enjoyed by me if this assignment and sale had not be made; 

And for the consideration aforesaid, I hereby covenant and agree to and with said 
ASSIGNEE, its successors and assigns, that whenever ASSIGNEE, its counsel or 
representative, or the counsel or representative of its successors or assigns, shall advise that an 
amendment to, or a division of, or any other proceeding or action in connection with an 
application concerning said Invention, including interference proceedings, is lawful and 
desirable, or that a reissue or continuation or extension of such application or patent issuing 
therefrom is lawful and desirable, I will sign all papers and drawings, take all rightful oaths and 

1 04168/100M287-US1 



affidavits, and do all acts necessary or required to be done for the procurement of all lawful 
rights associated with the Invention, or for the reissue or continuation or extension of the same, 
will do all acts necessary or required to secure in said ASSIGNEE, its successors or assigns, the 
title to and full benefit of all rights hereby assigned, without charge to said ASSIGNEE or its 
successors or assigns, but at its or their expense; and I hereby appoint every present or future 
officer of said ASSIGNEE as my agent to sign all such papers and to do all such necessary 
acts on my behalf, to the fullest extent permitted by law; 

And I hereby authorize and request the Commission of Patents and Trademarks and 
any other granting authority to issue any Letters Patent resulting from said Invention and 
application(s) concerning same to said ASSIGNEE. 

This assignment shall have an effective date corresponding to the last date of 

execution. 

I declare under penalty of perjury under the laws of the United States of America, 
and under penalty of the laws of any other jurisdiction before which this document may be 
presented, that I have signed this document as my own free act and that all of the foregoing is 




04168/100M287-US1 



04/06/2006 18:34 2123483116 
04/05/2006 03:44 2128036769 
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NAME (print) 
SIGNATURE 



MOUNT SINAI SCHOOL OF MEDICINE 
AFFIDAVIT AND ACKNOWLEDGMENT OF POLIOSES 




DATE 



AFFIDAVIT FO R ALtryACULTY 



I authorize Mount Sinai to consult with individuals at other institutions with which } have been associated, and with any others 
who nay have information concerning my competence, character and ethical qualifications. I also authorize Mount Sinai to 
inspect any and all records and documents which may be material to this application, I authorize Mount Sinai to conduct any 
and all verifications as permitted by federal, state and municipal codes and regulations. I agree to abide by all Mount Sinai 
rules and regulations. X agree to follow Mount Sinai policies with respect to a drug-free workplace and I affirm that t do 
not use impracribed controlled substances and/or any illegal substances* 1 have received and read the Mount Sinai Code 
of Ethics and Business Conduct 



I acknowledge that I have received and read the following information: 
PATENT AND DEVELOPMENT POLICY 

In consideration for my employmfint/appciiiiniCTit at The Mount Sinai Hospital and/or the 

Mount Sinai School of Medicine of the City University of New York (hereinafter collectively "Mount SinaT), I hereby agree 
as follows: 

• I will abide by Mount Sinai's Patent and Development Policy a copy of which has been given to me, and any amendments 
thereto promulgated by Mount Sinai; 

» I will promptly report all inventions within the scope of the Patent and Development Policy to the Dean; 

* If requested by Mount Sinai, I will assign such lnventioos to Mount Sinai and will execute such dccitrnents including 
patent applications and related papers as may be deemed necessary by Mount Sinai to transfer and secure to Mount Sinai 
the rights to such invention and to any patent issued or to be issued thereon, 

EASHLZK mSSBQStUSm MIMICAL gCHQPL BSLLEZg* 

I agree to familiarise myself with die contents of this handbook, particularly the sections on Conversions from Full-Time to 
Vohutnay Status. Appointments & Promotions, Consultative Arrangements' and Conflict of Interest T agree to abide by the 
rules and regulations contained within the handbook and with the policies contained within the Medical School Bulletia 

CONFLICT OF INTEREST 

For all faculty members holding the titles of Professor, Associate Professor and Assistant Professor, 
Please sign and return to Internal Audit Sox 1092 

PHYSICIAN ALLOCATION AGREEMENT 

For physicians salaried bv the Hospital, please sisn and return to the Reimbursement department Financial Division, Box 
4;00. 



The New York State Education Law requires citizens pf the United Sfirtes who are faculty members of educational institutions 
to take an oenh to support the Fedeml and State Constitutions, The oath, which Mount Sinai faculty are asked to sign as a 
condition for appointment is as follow: 

"*T do hereby pledge or affirm and declare that l will support ihe Constitution of the United States of America and the 
Constitution of the State of >tew York, and that I will faithfully discharge my dunes as a member of the faculty of The Mount 
Sinai School of Medicine of the City University of New York according to the best of my ability " 

SIGNATURE DATE [ . 
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